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NDA 21-204/S-005

Novartis Pharmaceuticals Corporation
Attention: Carl Schlotfeldt, Assistant Director
Drug Regulatory Affairs

One Health Plaza

East Hanover, NJ 07936-1080

Dear Mr. Schlotfeldt:

Please refer to your supplemental new drug application dated October 21, 2002, received
October 23, 2002, submitted under section 505(b) of the Federal Food, Drug, and Cosmetic Act for
Starlix (nateglinide) Tablets, 60 mg, 120 mg.

This “Changes Being Effected” supplemental new drug application provides for revisions to the
ADVERSE REACTIONS section of the physician package insert, to add that during postmarketing
experience, rare cases of hypersensitivity reactions such as rash, itching, and urticaria have been
reported.

We completed our review of this supplemental new drug application. It is approved, effective on the
date of this letter, for use as recommended in the final printed labeling (physician package insert)
submitted on October 21, 2002.

In addition, submit three copies of the introductory promotional materials that you propose to use for
this product. Submit all proposed materials in draft or mock-up form, not final print. Send one copy to
this division and two copies of both the promotional materials and the package insert directly to:

Division of Drug Marketing, Advertising, and Communications, HFD-42
Food and Drug Administration

5600 Fishers Lane

Rockville, MD 20857

If you issue a letter communicating important information about this drug product (i.e., a “Dear Health
Care Professional” letter), we request that you submit a copy of the letter to this NDA and a copy to
the following address:

MEDWATCH, HF-2
FDA

5600 Fishers Lane
Rockville, MD 20857

We remind you that you must comply with the requirements for an approved NDA set forth under
21 CFR 314.80 and 314.81.
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If you have any questions, call James Cross, Regulatory Project Manager, at (301) 827-6381.

Sincerely,
{See appended electronic signature page}

David G. Orloff, M.D.

Director

Division of Metabolic and Endocrine Drug Products
Office of Drug Evaluation 11

Center for Drug Evaluation and Research
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